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(1)

THE VACCINE VACUUM: WHAT CAN BE DONE
TO PROTECT SENIORS?

WEDNESDAY, MAY 30, 2001

U.S. SENATE,
SPECIAL COMMITTEE ON AGING,

Portland, OR
The committee met, pursuant to notice, at 9:30 a.m., in the

Metro Regional Building, 600 N.E. Grand Avenue, Portland, OR,
Hon. Ron Wyden, presiding.

OPENING STATEMENT OF SENATOR RON WYDEN
Senator WYDEN. The Senate Special Committee on Aging will

come to order, and it is a pleasure to be home and have a chance
to examine some critically important issues to senior citizens in our
communities this morning. I especially want to express my grati-
tude to Senator Larry Craig and Senator Breaux. The Senate
Aging Committee has always worked in an intensity bipartisan
way on the critical issues involving this country’s senior citizens.
I’m very pleased that two good friends of mine, Larry Craig and
John Breaux, constitute the leadership of our Select Committee on
Aging. We are very fortunate to have their staffs represented here
today, which is yet an indication that Senator Craig and Senator
Breaux are especially concerned about this issue. I want to express
my appreciation to the Committee and to Senator Craig and Sen-
ator Breaux for their leadership.

I want to begin with an announcement this morning. Today, I
was able to talk with the Secretary of Health and Human Services,
Tommy Thompson, and we discussed the flu shortage issue and the
problems that we have experienced in this country. He shares my
view that it is time to put in place a system that really works for
senior citizens and communities across this country.

Fortunately, it was possible to dodge the bullet last winter due
to a variety of circumstances that we will discuss this morning, but
that is not always going to be the case. It is unacceptable, in my
view, that a dose of vaccine becomes a rare privilege in this country
and that there would be a hit and miss system where many vulner-
able people simply end up going without this essential healthcare
services.

So, this morning, I asked Secretary Thompson to create within
the next 60 days, a plan to insure that we do not have a shortage
this winter or in the days ahead. The Federal Government has
been studying this issue for long enough. The Federal Government
has been examining this kind of question now for more than a dec-
ade. I asked Secretary Thompson to bring together industry, par-
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ticularly the manufacturers and distributors, State health special-
ists, consumer groups, work with the bipartisan leadership of the
Senate Aging Committee, Senator Craig, and Senator Breaux, and
to put in place a plan to insure that there will not be shortages of
this critical needed health service in the future.

The Secretary, to his credit, agreed to my request. So, what will
happen now within 60 days, we will have an effort underway to in-
sure that we do not have these shortages in the future. It will be
a bipartisan effort working under the auspices of the Secretary, but
with Senator Craig and Senator Breaux and other interested sen-
ators involving health specialists at the State level, consumer
groups. We are going to get a system in place so we do not have
to have our seniors and our communities and families at risk this
winter. We will not have to have a hit and miss system that leaves
vulnerable people behind and uncertain about where to turn to get
assistance.

I want to make sure that it is understood that I think that Sec-
retary Thompson moving so quickly deserves great credit, and it is
certainly a statement on the part of the Secretary and the adminis-
tration that they want to work with the Congress and not repeat
the problems of last winter. I am very appreciative of the Sec-
retary’s response.

Suffice it to say, last year, this country was lucky. It was a light
year for the flu. Had there been a true epidemic, it is my view that
there would have been real tragedies across this country. The flu
vaccine is absolutely basic to protecting the health of seniors and
other high risk patients, and it is critical that access be assured to
this vaccine. In a sense, last year’s shortage was more than a
wake-up call. It was a real alarm bell making it clear that now is
the time to get serious about this issue. That is why Secretary
Thompson’s willingness this morning to turn this problem around
over the next 60 days is welcome.

We are going to examine this morning, a number of issues, the
congressional watchdog office, the General Accounting Office at the
request of a number of us in the Congress particularly, including
myself, have put together an excellent set of recommendations
going to be discussing what the Federal Government’s role should
be in distributing flu vaccines to seniors and other high risk pa-
tients.

Suffice it to say, given the Secretary’s agreement with me this
morning and with his willingness to work with the bipartisan lead-
ership of the Aging Committee, I am particularly hopeful that our
witnesses will give us suggestions of what they would like to see
in this plan that is going to be designed over the next 60 days to
deal with this issue.

Given the openness and responsiveness of the Secretary—put a
special kind of focus on trying to get those ideas and suggestions.

Finally, I want to thank the good folks at Metro. We may have
Mr. Bragden and others here, but they are allowing us to use this
beautiful facility for this morning’s hearing, and we appreciate
that. And why don’t we go now to our witnesses beginning with
Mary Keene of Portland?
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STATEMENT OF MARY KEENE, PORTLAND, OR

Ms. KEENE. Good morning.
Senator WYDEN. Ms. Keene, welcome. And we’ll put your com-

plete statement into the hearing record in its entirety, and you just
speak in any way that you feel comfortable. And we sure appre-
ciate your coming and anxious to hear from you.

Ms. KEENE. It is an honor to be here. I would like to thank——
Senator WYDEN. Why don’t you pull that microphone down just

a little bit? Perfect.
Ms. KEENE. There?
Senator WYDEN. Perfect.
Ms. KEENE. It’s fine?
Senator WYDEN. You are doing better than perfect.
Ms. KEENE. Good morning again. I would like to thank Chairman

Craig and Senator Wyden for inviting me to give my testimony this
morning in front of the U.S. Special Committee on Aging.

My name is Mary Keene. I am 67 years old. I am currently living
in Portland, OR as a retired senior citizen. I also spend my days
volunteering at Loaves and Fishes serving meals to the elderly. My
experience with receiving a flu shot this past flu season was frus-
trating, and it left me without a flu shot in 2000.

This past September, I planned to attend an annual Loaves and
Fishes Flu Shot Fair. Because of the vaccine shortage, the doctors
who were participating canceled a prearrangement event because
he ran out of the flu vaccine. That meant I and many other senior
citizens were left without this important vaccine. Since I had a doc-
tor’s appointment for my annual physical checkup in December, I
believed I could get a vaccination then. Unfortunately, my doctor’s
receptionist told me I could not have a flu shot because I was not
in high risk category. I believe that I was in a high risk population
because I am a senior citizen.

After visiting the doctors, I decided to stop by the local Fred
Meyer’s, a grocery store that was also sponsoring a flu shot fair.
I stood in line for 40 minutes. When I reached the front of the line,
the vaccine was completely out. I also went to another grocery store
chain, Safeway, a couple of days later, and they ran out as well.
Because of my early experience, I gave up on getting a flu shot al-
together.

Senator, I do not want to gamble with my health in the future.
I was fortunate this past year that I was not sick with the flu, but
I did get sick. I hate to think of all the senior citizens like me who
were unable to get a flu shot and did get sick. I hope that you do
something to help ensure that I receive a flu shot this coming year.
Taking the necessary preventing measures like the flu vaccine is
important to me and other seniors like myself.

Thank you, Senator Wyden and Committee staff for looking into
this issue. Mary Keene, senior citizen.

[The prepared statement of Ms. Keene follows:]
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Senator WYDEN. Well, thank you very much for an excellent
statement. I gather from what you said is that what happened last
year was you and other senior citizens basically had to traipse all
over town—you went to your doctors’ office, you went to grocery
stores, you went to various programs trying to find the flu vaccine.
In a lot of instances even after traipsing all over town, you couldn’t
figure out how to get it, and at some point, everybody just gives
up in frustration. Is that a fair account of what happened?

Ms. KEENE. Yes.
Senator WYDEN. Your sense is that a lot of seniors had the same

sort of experience? You started with your doctor’s office; is that
right? The first visit you made was to your doctor’s office?

Ms. KEENE. Right. Yes, sir.
Senator WYDEN. Your doctor essentially didn’t know where else

to turn, I mean, given the fact that the doctor ran out? What did
he say you ought to do?

Ms. KEENE. My doctor?
Senator WYDEN. Yes.
Ms. KEENE. She went to her receptionist, like I said in my testi-

mony, and the receptionist said that I could not really have it be-
cause they were keeping whatever vaccine they had left for the
higher risk patients.

Senator WYDEN. I see. So, they actually had some vaccine there?
Ms. KEENE. Yes.
Senator WYDEN. And your physician, in effect, said, You know,

Mary, we would like to be able to help you, but we have got to
hang on to it for higher risk people. And then she said—at least
the physician and the receptionist—they said, ‘‘Sorry. You are
going to have to go somewhere else.’’ Ms. Keene. Well, they didn’t
put it that I would have to go somewhere else. I just proceeded to
try to get it somewhere else.

Senator WYDEN. I guess what I was looking for—I mean, it just
seems to me that the chain of distribution with respect to flu vac-
cine breaks down at every single stage of the process.

Ms. KEENE. Right.
Senator WYDEN. There you are. You want it from your doctor.

And I’m sure your doctor was a good person. She would have liked
to have given it to you, but she had to reserve it for other people.
So the next thing you did is ask yourself ‘‘Well, can they give me
a place where I can get it?’’ And apparently, they couldn’t do that.
Then, you went to one grocery store, and they weren’t able to give
it to you. And then by your testimony, which is very good, you went
to another grocery store, and they couldn’t give it to you. So, it was
like here in our hometown, the whole distribution system seems to
have broken down; is that right?

Ms. KEENE. Right.
Senator WYDEN. OK. Well, I guess the only other question is,

how did you learn about the system at the outset? Did you get in-
formation from senior programs and the like, or did you just say
to yourself, ‘‘I know I ought to go to my doctor’s office on my own.’’
How did you first learn about the availability of——

Ms. KEENE. Flu shots?
Senator WYDEN. Yes.
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Ms. KEENE. We had an activity coordinator who arranged for we
seniors at the center to get the shot. She prearranged with a doctor
who was supposed to come in, and he ran out of—she said—she
came in and told us one day that he would not be here. He had
to cancel because he didn’t come in.

Senator WYDEN. Well, this is very helpful because what you have
said now is the breakdown with respect to your access to the physi-
cians was both at the senior center where you thought somebody
was going to come, and then that person couldn’t get the vaccine
and it also was a problem in the doctor’s office because they said,
‘‘Mary, we can’t give it to you because we have to save it for higher
risk individuals.’’ This is exactly what we’re going to try to correct
in the next 60 days because I just don’t think folks like yourself
who are active members of our community and volunteering in sen-
ior programs should be subject to this kind of treatment. You ought
to be able to go to one place and be able to get access to a vaccina-
tion and that would be that. That may be too logical for the Fed-
eral Government at this point, but we’re going to sure try to
change it. And the Democrats and the Republicans are going to
work together, and we are going to get it done.

Ms. KEENE. Thank you.
Senator WYDEN. Anything else you would like to add?
Ms. KEENE. Not that I know of.
Senator WYDEN. All right.
You said it very well.
Ms. KEENE. I believe I said everything that needed to be said.
Senator WYDEN. And you said it very well, and I thank you for

coming.
Ms. KEENE. Thank you very much. Thank you, staff.
Senator WYDEN. OK. Our next panel, Janet Heinrich with the

General Accounting Office, John Sattenspiel, M.D., Salem, OR, Ste-
phen Allred, GetAFluShot.com, Clackamas, OR.

Welcome to all of you. And Janet, always good to see you and
know about the fine work that you all do there at the GAO and
welcome to Oregon. Why don’t we begin with you, and we’ll put
your prepared statement into the record. And if you would summa-
rize your principle views, that would be great.

Ms. HEINRICH. Thank you.

STATEMENT OF JANET HEINRICH, DIRECTOR, HEALTH CARE-
PUBLIC HEALTH ISSUES, U.S. GENERAL ACCOUNTING
OFFICE, WASHINGTON, DC

Ms. HEINRICH. Thank you, Senator Wyden. I am pleased to be
here today to discuss problems from a national perspective that oc-
curred last fall with shortages of influenza vaccine. These problems
could repeat themselves in the future. I’m here to report on some
steps that could help better prepare for future shortages.

You asked us to examine reasons for delays in production and
distribution and pricing of the 2000/2001 flu vaccine. I will also ad-
dress approaches Federal agencies could take to prepare for future
disruptions in vaccine supply. My comments are highlights from a
recently released report on the flu vaccine and supply problems.

In Oregon, as in the rest of the Nation, influenza and pneumonia
rank as the fifth leading cause of death among persons 65 and
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over. People are encouraged to obtain a flu shot each fall to protect
against the disease. Producing the vaccine is a complex process
that takes at least 6 to 8 months for manufacturers to produce.
Each year’s vaccine changes the strains of the virus to better pro-
tect against the expected varieties circulating that season.

Last fall, two manufacturers had unanticipated problems grow-
ing one of the two new strains introduced in the vaccine. Also, two
of the four manufacturers producing vaccine, shut down parts of
their facilities because of FDA concerns about good manufacturing
practices. One of those did not reopen. Now, only three companies,
two in the U.S. and one in the United Kingdom, produced the vac-
cine used in the United States. Because of these problems, only
about 28 million doses were available by the end of October. Sev-
enty-eight million were expected. Companies experienced problems
in production to varying degrees. So, when a health care provider
received vaccine depended on which manufacturer’s vaccine it or-
dered. For example, health departments and other public entities
in 36 States, including Oregon, banded together under a group pur-
chasing contract and ordered about 2.6 million doses from the man-
ufacturer, as it turns out, experienced the greatest delays from pro-
duction difficulties. These entities then, these public organizations,
did not receive most of their vaccine until mid to late December.
Because supply was limited, distributors and others who had sup-
plies of the vaccine had the ability and the economic incentive to
sell their supplies to the highest bidder rather than filling lower
priced orders that they had already received.

Those who purchased vaccine in the fall had to pay much higher
prices. For example, a physician group ordered the vaccine at $2.87
per dose in April. When none arrived in November, the provider
approached another distributor and purchased vaccine at the esca-
lating prices of $8.80, $10.80 and ultimately, $12.80 per dose.

Demand for the vaccine dropped as additional vaccine became
available after the expected flu season passed. Roughly, one-third
of the total distribution was delivered in December or later. Be-
cause of the waning demand, manufacturers and distributors re-
ported ultimately having more vaccine than they could sell. In a
typical year, there is enough vaccine available in the fall to give
a flu shot to anyone who wants one. However, when the supply is
not sufficient, there is no mechanism currently in place to establish
priorities and distribute flu vaccine first to high risk individuals.

CDC took some steps to try to manage the anticipated vaccine
delay by issuing recommendations for first vaccinating high risk
groups such as persons age 65 and over and those with chronic
health conditions. Several States took actions to ensure that high
risk groups obtain flu shots. A few States have explicit require-
ments to offer the vaccine to nursing home residents, while others
developed collaborative coalitions among provider groups. These ef-
forts to target high risk groups were not always successful. The
timing of some mass immunization campaigns upset physicians
and public health officials because grocery stores were offering flu
shots to anyone when they were unable to obtain vaccine for their
high risk patients. Manufacturers and distributors told us that it
was difficult to determine which of their customers should receive
priority, nor did they have plans in place to prioritize deliveries. As
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a result, they made partial shipments to all customers as one way
to ensure that all providers had some vaccine. Others shipped vac-
cine only to nursing homes or first to nursing homes where those
could be identified and to physicians offices.

We need to recognize that flu vaccine production and distribution
are private sector responsibilities and that the Department of
Health and Human Services has no authority to control flu vaccine
production and distribution. Working within these constraints, we
believe it would be helpful for the Health and Human Services
agencies to take some additional actions. For example, CDC needs
to continue to provide leadership in organizing and supporting ef-
forts to bring together all interested parties to formulate voluntary
guidelines for vaccine distribution in the event of another shortage.

CDC can concentrate greater efforts on education and outreach
to members of the public and providers focusing on the value of
being immunized past November.

Finally, while vaccine against pneumococcal disease is not a sub-
stitute for the annual flu shot, CDC and the Health Care Financing
Administration should collaborate to increase vaccination rates for
these diseases in adults 65 and over and for other high risk groups.

This concludes my remarks, Senator Wyden. And I am happy to
answer any questions you may have.

[The prepared statement of Ms. Heinrich follows:]
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Senator WYDEN. Thank you. Thank you very much. And as al-
ways, we really appreciate your good work at GAO. I’ll have some
questions in a moment.

Dr. Sattenspiel.

STATEMENT OF JOHN SATTENSPIEL, M.D., SALEM, OR

Dr. SATTENSPIEL. Thank you. My name is John Sattenspiel. I am
a family physician, and I am here on behalf of the Oregon Medical
Association and the Oregon Academy of Family Physicians.

I would like to thank you for asking me to appear before this
body, and I appreciate the opportunity to share with you my per-
spective on the matter of influenza vaccine availability during the
2000/2001 flu season.

By way of background, I am in a four-physician family practice
group. We are located in Salem, OR. During the fall and early win-
ter of 2000/2001, our practice was responsible for the primary care
of approximately 9,000 patients. The number in my statement is
actually an error. It’s about 18 percent where high risk over age
65, and probably another 5 percent or so with other high risk con-
ditions.

Prior to the start of the immunization season, sometime around
February of the year 2000, we placed an order for our usual quan-
tity of vaccine with our local distributor at a quoted price of $3.95
per dose. In early October, we learned that our distributor would
not be able to provide us with any vaccine whatsoever. Fortunately,
we were able to round up vaccine from a national distributor and
were able to obtain about two-thirds of the vaccine that we needed
at a price of $4.67 per dose.

Due to the limited quantity of the vaccine that we received, we
initially restricted the use of the vaccine to members of high risk
groups and our office staff. This situation then lasted until around
mid-December when we received enough additional vaccine to then
offer immunization to all of our patients who desired it.

We are very fortunate because this year’s flu season was ex-
tremely mild, and in the end, we did have adequate supply of vac-
cine. Perhaps the most difficult aspect of the shortage from my per-
spective was the confusion and the uncertainty among my staff and
the public about how best to deal with the situation.

Early in the season, many of my high risk patients were quite
nervous about being able to receive their vaccinations. Many of the
media reports that they had seen made it seem as if only a very
fortunate few would have access to the vaccine. It took some doing
for my office staff to reassure them that we were prioritizing our
use of the supply that we had and that our supply would be suffi-
cient to allow us to vaccinate them at the appropriate time.

I would like to come back to that, if I could. Later in the season,
some of my more public-minded patients called for advice when
their employers offered immunization to their employees, most of
whom were in low-risk groups. Because it rapidly became clear
that the shortage was more apparent than real and especially in
light of the mild flu season, we were then able to advise them to
accept the vaccine, if desired.

I recently attended the OAFP’s Annual Scientific Assembly. Dur-
ing that organization’s Congress of Members, a resolution address-
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ing broader issues of vaccine and pharmaceutical shortages was de-
bated. In the course of that debate, I polled some of my colleagues
about their experiences with vaccine supply issues. I received only
one reply, and that was from a physician in solo practice in
Newberg who reported that his supplier too had canceled his order
due to lack of supply. He was able to obtain a supply from another
distributor, but again at a much higher price. He reported that
when he looked into the matter, the only answer as to why his
original order had been canceled, and he was only able to obtain
it at a higher price was that the initial supply had been snapped
up by large commercial organizations that were using vaccines for
marketing purposes. This was the only report, however, that I
heard of that nature, and I have no corroboration of its facts.

In summary then, this year the matter seems to have been a
temporary glitch in the vaccine distribution system that was fortu-
nately resolved relatively quickly, and more fortunately occurred in
the context of a very mild influenza season. My major concern is
that this episode clearly uncovered that our system of allocated
vaccines will be woefully short of adequate in the circumstances
where there is a genuine shortage of vaccine and/or a more severe
influenza season. In the future, it will be important for the system
to have some mechanisms in place to assure that those who are re-
sponsible for high risk patients will have access to limited vaccine
supplies and that those who have vaccines to administer will take
care to deliver it to the most appropriate patients.

[The prepared statement of Dr. Sattenspiel follows:]
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Senator WYDEN. Doctor, thank you.
Mr. Allred.

STATEMENT OF STEPHEN ALLRED, NURSE PRACTITIONER,
OWNER AND GENERAL MANAGER OF GETAFLUSHOT.COM

Mr. ALLRED. I am Nurse Practitioner Steve Allred with
GetAFluShot.com. Senator Wyden, I want to thank you for the op-
portunity to speak before this committee hearing on the flu vaccine
shortage that occurred this past fall.

My company, GetAFluShot.com, received 50,000 doses of influ-
enza vaccine from General Injectables and Vaccine the week of Oc-
tober 16. This represented our entire pre-book order with the com-
pany. GetAFluShot.com has a 9-year history of purchasing vaccine
through this company. We paid the pre-book price that had been
agreed to the previous spring.

I have made some revisions on the percentage changes from the
original document to correct them. This price was 65 percent high-
er than we had paid the previous year for flu vaccine. In Septem-
ber, this company advised us that additional flu vaccine, if and
when available, would be increased another 64 percent. We pur-
chased no more vaccine through that company last season.

We did receive an additional 30,000 doses of flu vaccine in No-
vember and December from two other wholesalers who we had also
pre-booked flu vaccine through them the previous spring. Both
wholesalers honored their pre-book price which is similar to what
we paid GIV.

In September and October, we were contacted by several other
wholesalers previously unknown to us. These wholesalers offered
immediate shipments of flu vaccine for prices ranging from $70 to
$130 per ten-dose vial. As the committee is aware, these prices ex-
ceeded the Medicare reimbursement rate. Purchasing vaccine at
these prices would have made it impossible for us to service Medi-
care recipients. We did not purchase any vaccine through them.

GetAFluShot.com is a mass provider of flu vaccinations having
administered more than 66,000 flu shots in Oregon, Washington
and Idaho this past season. As professional healthcare providers,
we break down access barriers bringing adult immunizations to the
people. GetAFluShot.com provides immunizations in senior centers,
retirement facilities, adult foster homes, churches, grocery stores
and the workplace.

One item that I would like to add to the statement, Senator, is
that in most counties that we went to throughout Oregon and
Washington, county health departments contacted us to be able to
send their high risk patients to the clinics that we were operating
in their county. Most of our services are provided in grocery stores.
The major grocery chains that we work with include Thriftway,
Sentry, Red Apple, Rosauers, Supervalu, and Zupan’s. These gro-
cery stores donate space to host flu shot clinics and receive no reve-
nue from this community service. In fact, busy flu clinics disrupted
regular activities and cost stores sales numerous times this past
season. GetAFluShot.com made every effort to comply with the
Center for Disease Control’s recommendations to prioritize service
to seniors and the medically needy. Copies of the guidelines were
posted at clinic sites and distributed to those in lines. Our guide-
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lines were also posted at our web site, GetAFluShot.com. We relied
upon self-policing, what we found to be a very effective policy. It
was regularly reported that people took themselves out of line,
sometimes after being there for an hour, with some comments to
the effect, ‘‘I can wait until next month for my shot.’’

Unfortunately, it was also observed that several people who were
high risk but not elderly deferred their own flu shots, apparently
out of confusion. GetAFluShot.com also deferred the majority of
business vaccinations until the supply issues resolved. I am a
strong believer in voluntary guidelines. A mandatory priority sys-
tem would require us to obtain documentation from everyone not
obviously over the age of 64. Many diabetics, asthmatics, and those
with cardiac disease would be dissuaded from obtaining needed
protection from the potentially deadly complications of influenza.
Our staff, already working at capacity, would be further strained
and perceived as adversarial rather than supportive.

The decision to honor the CDC guidelines was not without cost
to our company. In a typical year, 25 percent of our flu shots are
provided to Medicare recipients. During the shortage this past sea-
son, this increased to 42 percent Medicare’s reimbursement rate is
significantly lower than the retail price. Deferring employee vac-
cinations cost us contracts both last season and for seasons to
come. We continued offering immunization clinics through mid-Jan-
uary. Unfortunately, many did not obtain flu shots once they were
available. Our company finished this season with approximately
14,000 unused doses of flu vaccine. Without the limitations of the
priority system that we voluntarily put into place, we could have
easily administered all of those flu shots and more.

Our wholesalers are advising us of the probability of another
79 percent increase in the wholesale price of flu vaccine for the
2001/2002 season. This means that GetAFluShot.com and others
will be paying up to three times the price paid for flu vaccine 2
years ago in 1999. We were forced to raise the price for flu shots
this past year. The public understood, and there were few com-
plaints. Medicare reimbursement rates also were increased retro-
actively, we were notified, in April to adjust to the increased whole-
sale cost. Medicare reimbursement rates will again need to be ad-
justed for this coming season.

Again, I appreciate the opportunity to speak before the commit-
tee, and I will gladly answer any questions, Senator Wyden.

[The prepared statement of Mr. Allred follows:]
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Senator WYDEN. Well, thank you all. It’s very helpful to have
your testimony. And let me ask you a few questions.

The Oregon Medical Association, in a letter to me at the end of
last year, described the current system for distributing flu vaccine
as ‘‘chaotic’’ and ‘‘irrational.’’ Would any of you three disagree with
that assessment?

Ms. HEINRICH. I think one of the things that we have to remem-
ber, Senator Wyden, is that when we have enough vaccine, the sys-
tem seems to be working quite well. We’re able to—in a very short
period of time—provide vaccine to a lot of people across this whole
country. The problem is that when you have a shortage, and you
have these multiple approaches for distribution, the system does
appear to be chaotic, and in fact, we found that it really depended
on which manufacturer and which manufacturer was working with
which distributors was a key factor on when you would get your
vaccine. So, in fact, some people really did have vaccine available
relatively early in the season, not as early as usually, but they had
it in October. But there were also existing contracts so that mass
immunizers; as we heard, were able to obtain a limited supply of
vaccine relatively early as well. What it meant is that there were
many providers serving high risk groups that could not find easy
access to the vaccine.

Senator WYDEN. I think I am going to record that as a ‘‘yes’’ an-
swer to my question that it’s chaotic and irrational with the impor-
tant qualifier that you have made, which is that it applies when
there is a shortage. I think it is fair to say that experts agree when
you have got a boatload of vaccine available for all concerned, you
can deal with pretty much any situation. Although we’ll need to
get to the price question that Mr. Allred mentioned in a moment.
I appreciate your thoughtful answer.

Did you want to add anything?
Dr. SATTENSPIEL. I would simply echo those comments with the

statement that I think, in large measure, the public health policy
in regards to vaccine is very clear, and in most of our offices with
apologies to Ms. Keene who had difficulty getting her vaccine when
she was clearly high risk, most of our offices generally do a pretty
good job of identifying high risk patients and prioritizing our use
of our vaccine, but what happens in between the clear policy and
the actual delivery in our offices is truly chaotic.

Senator WYDEN. Do you want to add anything to that, Mr.
Allred?

Mr. ALLRED. The only comment to add is that it was an ex-
tremely chaotic season for us and for others.

Senator WYDEN. The one thing you all didn’t get into is this mat-
ter of trying to turn this around in the next 60 days, because I feel
very strongly that after all of this study and after all of these re-
ports, we have got an opportunity now with the Secretary who said
this morning and wants to work on a bipartisan basis with this
committee that he wants to turn this around that this has festered
long enough.

So, let us take a minute, and each one of you sort of pretend that
you are sitting there with the Secretary, and Senator Craig, and
Senator Breaux, and our committee, and health experts, and con-
sumers and the like. Tell us what you want to see in that plan that
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we are going to try to turn around quickly to prevent this from
happening again.

Janet, why don’t you start?
Ms. HEINRICH. Well, first of all, you do have to have a plan in

place when there are shortages. And it does seem to me that, as
we’ve said in our report, that if there was progress on the develop-
ment of a plan for a influenza pandemic that would really pave the
way for some of the agreements and the collaborative efforts that
have to occur.

It’s also terribly important that we learn from this past year and
really understand what educational efforts worked as we tried to
educate both the public, and the providers.

The other thing that I would stress is that whatever systems you
put in place, we still have to depend on people at the State and
local level to carry these activities out, and that means that you
have to have collaboration. You have to have the knowledge of all
the different players involved and that varies from State to State.

The other thing that I think would be very interesting for the
group to focus on as they think about developing this plan is what
I would call a natural experiment that occurred last year. We had
many States doing many very effective interventions to make sure
that the groups that are at risk did receive the vaccine, and I think
there are a lot of valuable lessons there to be learned.

Senator WYDEN. So, I want to see if I can distill out as concretely
as possible what you want to see in the plan. You want a public
education component?

Ms. HEINRICH. Yes.
Senator WYDEN. You want a lead role for the States?
Ms. HEINRICH. Yes.
Senator WYDEN. Lead role for the States. What else?
Ms. HEINRICH. I think that at the Federal level that we have to

have strong leadership, and it seems natural that that be the CDC
in terms of being the group that says we understand that there is
going to be a shortage, and this is the plan that we will follow.
These are the guidelines that we have all agreed to.

Senator WYDEN. So you want to see CDC be the Federal agency
to drive this effort to turn this around?

Now, I think it would also be helpful to know whether GAO
thinks that the Department of Health and Human Services and
CDC, of course, has enough authority under current law to put in
place what needs to be done, or does the U.S. Congress need to
pass varied and sundry additional laws?

Ms. HEINRICH. We have struggled with that issue as we’ve exam-
ined the current law. Our legal counsel, at the U.S. General Ac-
counting Office in reviewing those laws, stated to us that there ap-
peared to be adequate authority in a time of emergency. I guess,
the issue is when does the Secretary decide that there is an emer-
gency?

I think that what we heard from the Department of Health and
Human Services and the Centers for Disease Control is that they
wanted to review that authority much more carefully to make sure
that they indeed had the authority that they would need to take
an action to essentially manage the supply of a vaccine.
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Senator WYDEN. One last question for all of you at GAO. Did it
turn out in your inquiry that there were problems with contracts
being broken with respect to vaccine? We’re talking about manufac-
turers breaking contracts or distributors breaking contracts for
physicians and other providers. Was that a problem in your in-
quiry? And, if so, how would you incorporate it into this 60-day ef-
fort to turn this around?

Ms. HEINRICH. What we found very interesting, Senator Wyden,
is that there were contracts—it’s hard to say that they were broken
because there was flexibility on the side of the purchaser, the pro-
vider, as well as flexibility on the side of the person that was dis-
tributing the vaccine, be it the manufacturer or the distributor.
And it was really quite amazing for us to find out that many pro-
viders, be they physician groups, public health agencies, were told
rather precipitously that the vaccine that they had ordered early
on would not be delivered, or they were told——

Senator WYDEN. Who told them that?
Ms. HEINRICH. The distributors, or they were told that there

would be a significant cutback in the amount of vaccine that would
be available to them, even though they had these early orders and
early agreements.

In some cases we found that the distributors would come back
and say, ‘‘But we can offer you ’X’ percent of what you want at a
higher rate.’’ But it’s hard to say that the contract was broken be-
cause there was no guarantee of delivery or price. Instead there
was flexibility built in at both ends. For example, in some arrange-
ments, if you don’t use the vaccine as a provider, you can send it
back.

Senator WYDEN. I think this is an important issue because clear-
ly, you have got to have enough flexibility to deal with real world
circumstances. But at the same time, if you are going to have any
predictability in planning capability, you can’t have people going off
and sort of saying, ‘‘Fine, you know, we thought we were going to
do this, but we have decided to do something else.’’ So, I am going
to examine that issue some more.

Anything else you want to see in the 60-day effort to turn this
around?

Ms. HEINRICH. I don’t think so at this time, but we’ll certainly
think about it and get back to you.

Senator WYDEN. OK. I’m going to hold the record open for each
of the groups here today to give us their ideas and suggestions on
what should go into this 60-day effort. I mean, if we are going to
do this and do it effectively, we are going to have to move fast.

And the sense given that, you know, the time line and the pros-
pect of the Congress going out for the summer and like, that is
what it is going to take. Could you get us your recommendations
for the 60-day effort within 2 weeks?

Ms. HEINRICH. Sure. We would be happy to do that.
Senator WYDEN. We will hold the record open. That will be trans-

mitted to the Senators Craig and Breaux through the Aging Com-
mittee, which will be involved in this effort with Secretary Thomp-
son.

Very good. All right. Mr. Sattenspiel.
Dr. SATTENSPIEL. Great. Thank you.
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To finish up on the issue of contracts, in my office, we submit
purchase orders, and I don’t believe that they would really con-
stitute the type of contract that could be necessarily considered
broken. They simply were not filled.

Clearly, from the discussion, I think that the first thing that is
absolutely crucial in terms of addressing the issue is to make sure
that we have adequate supply of vaccine. As has already been testi-
fied to by the GAO, the system worked when the supply is ade-
quate. And clearly that, to me, is going to be the No. 1 issue.

The thing that got to me is the issue and the confusion that was
arranged in terms of timing. Influenza vaccine has become a mar-
keting tool for some of our larger chains of pharmacies and other
organizations, and as such, sometimes it seemed to us that there
was almost a race, if you will, to see who can do influenza clinics
first for their patients. And as the CDC, I am sure would be happy
to testify, that’s not appropriate. Vaccines should be given at the
appropriate time based upon the disease that you are trying to
treat.

With influenza, the ideal time probably is not before mid-October
and can extend into late November, even December, depending
upon when the flu season starts. But when we have companies that
are beginning to advertise and promote flu clinics beginning in
September, and then we start having news reports that talk about
shortages so that people may not get their vaccine if they want it,
I think that combination was very volatile and really did lead to
at least some minor degrees of hysteria among my patients.

Senator WYDEN. So, you would like to see in this effort that we
would undertake a process to ensure the information got out in a
way that was fair to all parties and didn’t produce this kind of, you
know, semi-hysteria——

Dr. SATTENSPIEL. Absolutely.
Senator WYDEN [continuing.] About how you would you get it

and would give some parties an advantage?
Dr. SATTENSPIEL. An effort to coordinate among those people who

are providing public flu clinics, whether they are public organiza-
tions or private organizations or what have you, any effort that
would coordinate their activities so that they are done according to
an appropriate calendar as opposed to according to a marketing
calendar would, in my mind, be very helpful.

And then finally, from a standpoint of myself, and my office, and
my colleagues, I think making sure that the vaccine supplies that
are available at times of shortage do have a clear and easy path-
way into my office. I do a lot of flu vaccinations. I think my col-
leagues overall, while the public clinics play a very important role,
I believe the majority of vaccination are still provided in private
physician offices. So, any system that does not recognize that and
does not ensure that we get adequate supplies into our offices is
going to fail in the long run.

Senator WYDEN. Well, we’ll keep this record open for 2 weeks,
and I invite you and the Oregon Medical Association, and of course,
the parent of all the State medical associations, the American Med-
ical Association, to give us your ideas and suggestions. We would
like it within 2 weeks so that we can move quickly.

Dr. SATTENSPIEL. Thank you.
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Senator WYDEN. Mr. Allred.
Mr. ALLRED. Yes, Senator, I have several thoughts on some

issues that could help turn around the problem. One of the things
that has been suggested and discussed at some of the national im-
munization conferences is the question of who is licensed to manu-
facture vaccine.

As you are aware, we lost one manufacturer last year. We are
now down to three. It is my understanding, I do not have direct
knowledge—this is secondhand information, but it is my under-
standing that there are a number of pharmaceutical companies
who would like to be licensed by the FDA to be able to produce flu
vaccine rather than it being controlled by only three manufacturers
in the country. I would like to see that system looked at to find out
what the bottleneck is as to why other reputable pharmaceuticals
are not able to get license to produce it. Let’s increase the supply
for everyone.

Senator WYDEN. That is a good suggestion, and we may not be
able to have a perfect answer for that in 60 days, but we can sure
get started looking into that. That is a very constructive sugges-
tion.

Mr. ALLRED. Thank you, Senator. Another issue that I am con-
cerned about is the rate Medicare reimbursement. It is my under-
standing that the reimbursement rate is set in the spring based
upon what they anticipate the wholesale price to be. In fact, when
we were giving vaccinations, as I said, 42 percent of our vaccina-
tions are Medicare recipients last year, we were very concerned
about the reimbursement rate which was previously set. We were
told that there would be no adjustments. As I mentioned, there was
retroactively. We went out and we vaccinated these people because,
as healthcare providers, we know the priorities, who needed to re-
ceive it. It could be a matter of life and death with seniors. How-
ever, if the reimbursement rate is not adequate to cover the cost
of providing the service, that is a serious detriment. I could see
why some other organizations might have been attempted to not
prioritize to seniors because of the low reimbursement rate.

Senator WYDEN. And you are saying that the Medicare reim-
bursement rate is a problem now even before that 79 percent po-
tential increase that you have heard discussed kicks in?

Mr. ALLRED. Absolutely, Senator.
Senator WYDEN. Well, we will definitely follow-up on that, as

well. We have the good fortune of having Senators Craig and
Breaux being influential Members of the Senate Finance Commit-
tee which deals with these issues. So, we are well positioned to look
into that one as well.

Mr. ALLRED. Thank you, Senator.
Senator WYDEN. It has been an excellent panel. Anything you

would like to add further? All right, we will excuse you at this
time.

Senator WYDEN. Our next panel consists of Dr. Keiji Fukuda,
M.D., National Center for Infectious Diseases, CDC; Sanford Kauf-
man, Director of Public Policy at Aventis Pasteur; Matthew J.
Rowan, President and CEO of the Health Industry Distributors As-
sociation; Steven Skoronski, President and CEO of the Associated
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Medical Products in Indianapolis, IN; and Grant Higginson, M.D.,
MPH, State of Oregon Health Officer, Portland, OR.

Gentlemen, we welcome you. It’s going to be a long panel. If you
can, try to keep your prepared remarks to about a half an hour or,
excuse me, about 5 minutes or thereabouts so we will have plenty
of time for questions.

I would like to ask you, as I have with our other panel members,
I would like you to put a special focus on this matter that Sec-
retary Thompson and I talked about this morning. I think we had
a very exciting opportunity extended to us by the Secretary to have
a chance to, through his offices working with the Aging Committee
on a bipartisan basis, to mobilize over the next 60 days to turn this
around. So, I know that constitutes some revisions you may have
to make in your prepared remarks. We are going to make them a
part of the record in their entirety. If you would, put a special focus
on your ideas and suggestions on what could be done here over the
next 60 days to mobilize and prevent this problem from happening
again.

Dr. Fukuda, welcome. I had a chance to work with the Centers
for Disease Control in a number of instances over the years. I think
you know I wrote the fertility clinic statute that you all administer
very well. And we welcome you and appreciate the good work that
you do.

STATEMENT OF KEIJI FUKUDA, M.D., CHIEF, EPIDEMIOLOGY
AND SURVEILLANCE SECTION, INFLUENZA BRANCH,
NATIONAL CENTER FOR INFECTIOUS DISEASES, CENTERS
FOR DISEASE CONTROL AND PREVENTION, DEPARTMENT
OF HEALTH AND HUMAN SERVICES, ATLANTA, GA

Dr. FUKUDA. Thank you. Good morning, Senator Wyden. I am
Dr. Keiji Fukuda from the Centers for Disease Control and Preven-
tion.

Influenza is a major public health problem in the United States
which disproportionately harms the elderly and chronically ill. In-
fluenza vaccine is the best tool to protect people from this disease.
In an average influenza season, vaccination of each one million per-
sons over the age of 65 years will prevent approximately 900
deaths and 1,300 hospitalizations.

In 2000/2001, influenza vaccine delay was severe and unusual. In
other seasons, the system for providing and distributing influenza
vaccine has successfully met the country’s vast influenza vaccine
needs, and in recent years, has provided between 70 to 80 million
vaccine doses annually.

Influenza vaccine is produced and distributed primarily in the
private sector. CDC recommends use of the vaccine through a de-
liberative process involving guidance from the Advisory Committee
on Immunization Practices, ACIP. Each year, ACIP issues rec-
ommendations identifying which groups of individuals are at high-
est risk for developing complications from flu, and optimal time-
frames for administering vaccine. The viral strains in the vaccine
are updated annually based on information collected through a
global public health surveillance system and through the closely co-
ordinated work conducted by the Food and Drug Administration,
CDC, and other public health organizations.
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The manufacturers then produce very large amounts of influenza
vaccine and work with distributors to get the supplies to providers
within very tight timeframes. The complexity, fragility, scope, and
time pressures make the production and distribution of influenza
vaccine a unique product.

When difficulties in growing or processing the vaccine strains or
other manufacturing issues delay vaccine distribution, CDC can
take steps to minimize the effects, but cannot solve the entire prob-
lem.

Last year, it became clear by June that flu vaccine delays and
shortages were possible. CDC undertook a number of activities
such as mounting an education and media campaign which encour-
aged people at high risk of complications to seek a flu shot early
and which encouraged healthy people 50 to 64 years to seek flu
shots in December or later. As insurance against the possibility of
a severe shortage, CDC contracted with one manufacturer to ex-
tend their production period and produce up to nine million addi-
tional doses of flu vaccine. Despite these initiatives, many persons,
including those at high risk and providers experienced serious
delays in obtaining vaccine.

This year, three manufacturers will produce influenza vaccine for
the U.S., and they have estimated that up to 84 million vaccine
doses may be available. However, these estimates are subject to
change and not until much later this year will it be possible to
know with certainty how much or when vaccine may be available.

In general, CDC agrees with the GAO report and concurs that
the purchase, distribution and administration of flu vaccine are
mainly private sector responsibilities. Substantial efforts have been
made by the Department to address future influenza immunization
concerns. CDC continues to take a leadership role in supporting ef-
forts to address flu vaccination and is working proactively with the
FDA and other key public and private sector partners to help en-
sure that high risk patients are vaccinated in the event of a vaccine
delay or shortage.

In March 2001, CDC and the American Medical Association
hosted a meeting with manufacturers, distributors, trade and pro-
vider organizations, and public health officials to discuss the need
for contingency plans and to learn more about vaccine production
and distribution challenges.

CDC has asked States to develop contingency plans and has pro-
vided written guidelines that assist them in planning. CDC has
sent letters to the healthcare provider organizations serving high
risk populations, including nursing homes and specialty physicians
and is working with the Health Care Financing Administration to
remind providers participating in Medicare reimbursement plans to
order vaccine now and to immunize high risk patients at the earli-
est possible time.

ACIP has extended the optimal influenza vaccination period to
the end of November. Mr. Chairman, it was an unusual year for
flu vaccination. CDC and its partners undertook steps to minimize
the effect of the delays, but we must anticipate that future supply
problems could occur again and could be more severe. Long-term
solutions are needed including increased routine collaborations be-
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tween State and local health officials and private sector vaccine
distributors and providers.

CDC will continue to work closely with its public and private sec-
tor partners and will provide more information about the flu vac-
cine supply as the season progresses.

Thank you again for your interest in this important public health
problem. I will be happy to respond to any questions you may have.

[The prepared statement of Dr. Fukuda follows:]
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Senator WYDEN. I will have some, you can be sure of that.
Mr. Kaufman, welcome.

STATEMENT OF SANFORD KAUFMAN, DIRECTOR OF PUBLIC
POLICY, AVENTIS PASTEUR, SWIFTWATER, PA

Mr. KAUFMAN. Thank you, Senator Wyden. My name is Sanford
Kaufman. I am Director for Public Policy for Aventis Pasteur.

Aventis Pasteur is one of the major vaccine manufacturers in
this country, and influenza vaccine is part of our portfolio. And we
appreciate greatly the opportunity to speak here today. As you re-
quested, my comments will be limited to lessons learned from last
year, our view on recommendations for improving the current sys-
tem, as well as, some recommendations and steps we are putting
into place for the upcoming year, as well as, comments on the GAO
Report.

The current public private distribution system delivers most vac-
cine orders to customers within a period of 24 to 48 hours. This
system relies on direct shipments from manufacturers and a na-
tional network of wholesalers and distributors.

The current state-of-the-art U.S. private sector influenza dis-
tribution network exhibits unparalleled time-tested efficiency, reli-
ability, safety, and cost-effectiveness. The existing infrastructure
provides optimal flexibility for the most expeditious delivery of vac-
cine to thousands of healthcare providers. As was mentioned, about
80 percent of U.S. influenza doses are distributed to private sector
healthcare providers with less than 20 percent being distributed by
Federal, State and local government. Private sector providers in-
clude physicians offices, HMOs, food stores, chain drug stores,
mass merchandisers, independent pharmacies, hospitals, and inte-
grated health systems.

It’s very important to note that the manufacturer, distributors,
and government agencies involved cannot completely control how
the end-user ultimately utilizes vaccine supplies. Compliance with
CDC recommendations must rely on broad cooperation and exten-
sive and persistent educational efforts by medical professional soci-
eties, State and local health departments, healthcare providers,
and the general public.

In an effort to ease any potential influenza supply problems dur-
ing the 2001/2002 influenza season, Aventis Pasteur announced on
February 13, 2001, that effective in 2001, our company will begin
shipping vaccines after Labor Day. Second, all public and private
sector customers will receive a partial shipment of approximately
25 percent of their orders, which should be adequate to immunize
their high risk patients. This will assure all of our customers have
at least some product early on and avoid a situation where some
channels of distribution have vaccines and others do not. To the ex-
tent that these shipments may not be adequate for the provider’s
high risk population, they can contact our company to obtain addi-
tional quantities which we provide on a case-by-case basis. The bal-
ance of all other customer orders will be shipped thereafter be-
tween October and November as additional vaccine lots are manu-
factured and released by the FDA.
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Third, our company will implement a ‘‘no return’’ policy to pre-
vent providers and distributors from hoarding supplies or hedging
the market.

Finally, Aventis Pasteur will offer no guarantees or penalties for
designated shipping dates, thereby eliminating any preferential
treatment for one customer over another.

Additional lessons learned include the fact that the timing of
market demand was not consistent with the CDC’s optimal time to
immunize. We are very pleased that government is making signifi-
cant efforts to extend the immunization season through November.

We believe that one of the biggest lessons learned is that there
is a critical role for government in mounting extensive professional
education efforts during any vaccine delay or shortage. It is ex-
tremely important to emphasize that the only practical approach
for addressing noncompliance is a greatly expanded educational ef-
fort by governmental and healthcare professional organizations. We
are very pleased this effort is being undertaken and is being en-
dorsed by all members of the vaccine enterprise.

Finally, regarding the GAO Report, I would like to first commend
the investigators from the GAO for conducting a most thorough in-
vestigation in a most professional manner. Aventis Pasteur believes
that the recommendations provided in the GAO Report are appro-
priate and should serve to assist in any future vaccine delay or
shortage. As mentioned earlier, we wholeheartedly support the as-
sessment and refinement of outreach efforts to make them more ef-
fective in meeting the challenge of educating the public and provid-
ers regarding the appropriate prioritization of patients. Aventis
Pasteur also welcomes the opportunity to take part in any ongoing
effort to bring all stakeholders together in order to formulate and
refine voluntary guidelines for vaccine distribution, especially as
related to getting this vaccine to high risk individuals first.

I’ll be pleased to answer any questions.
[The prepared statement of Mr. Kaufman follows:]
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Senator WYDEN. Thank you.
Mr. Rowan.

STATEMENT OF MATTHEW J. ROWAN, PRESIDENT AND CEO,
HEALTH INDUSTRY DISTRIBUTORS ASSOCIATION, ALEXAN-
DRIA, VA

Mr. ROWAN. Good morning, Senator Wyden. My name is Mat-
thew Rowan, and I am the President and CEO of the Health Indus-
try Distributors Association. I appreciate the opportunity this
morning to appear before your committee to discuss the causes of
the vaccine delays that occurred during this past flu season, and
I also look forward to informing you of the steps the industry is
taking to collaboratively develop contingency plans with providers
and the Centers for Disease Control and Prevention, the CDC, to
deal with any future supply disruption.

In most years, flu vaccine was forecast, manufactured and dis-
tributed to providers at pre-book prices and administered to mil-
lions of patients. To properly serve the public, the flu vaccine sys-
tem requires each entity in the production and supply chain to be
accurate and timely. It is important to note that manufacturers di-
rectly deliver 50 percent of flu vaccine to providers. Distributors ac-
count for the remaining 50 percent. In most seasons, in excess of
70 million patients are inoculated over the span of just a few
months. Only after the 2000/2001 flu season could we fully under-
stand the weaknesses in this producer to patient supply chain. The
breakdown started early with the delayed CDC forecast. This was
followed by production problems and subsequent confusion in the
supply chain about how to get vaccine to the high risk populations
that the CDC singled out for priority treatment.

During the last flu season, the vaccine supply was hampered at
every critical juncture. I can report to you three conclusions based
on HIDA members actual experience during the past flu season.
First, vaccine suppliers, whether they are manufacturers or dis-
tributors, were left to guess which of their customers served high
risk populations. The CDC recommendations gave doctors and pro-
viders precise direction on which patients should receive treatment
priority. However, the same direction confused distributors. Dis-
tributors tracked delivery information to healthcare facilities. They
do not typically maintain clinical information on provider’s patient
make-up. Distributors can only guess at the mix of patients treated
by a particular healthcare facility they supply. While some infor-
mation may be deduced from the name on the address, once the
product is delivered, the provider determines each individual pa-
tient’s risk status.

Distributors report being unsure if CDC was recommending sup-
plying nursing homes first or physicians offices, which dispense the
largest quantity of flu vaccine. Among physician offices, it was un-
clear which specialties were likely to treat high risk patients. Also,
in some areas of the country, patients might get vaccinated at a
clinic or hospital, while in other places, they go to physician offices.
People also get shots at convenient, nonclinical settings such as
chain stores, community centers, libraries, schools, and at their
work site. Distributors have no control or role in these settings.
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Second, the vast majority of distributors behaved ethically in re-
sponse to the delays.

In the 2000/2001 flu season, how much vaccine a provider re-
ceived and when it was received depended entirely on the entity
with which he or she booked their initial pre-order. The general Ac-
counting Office Report clearly documents that manufacturers and
distributors pursued different strategies to comply with the CDC
recommendation. According to the GAO Report, some suppliers,
both manufacturers and distributors, chose to supply based on the
initial order date and honoring contracts with special delivery
dates. Others chose to partially supply their customers based on
the amount of vaccine they were able to obtain from manufacturers
cutting the supply by equal proportions to all customers. Many
filled orders with their existing customers first before supplying
new customers who did not pre-book their orders. Still others gave
priority to either physician offices or nursing facilities. These sepa-
rate supply strategies were the result of the confusion in the sup-
ply chain. In some cases, supply strategies were also altered mid-
season.

This confusion is the most likely explanation of the often quoted
example of a physician who was unable to receive his supply vac-
cine order only to find a flu clinic at a shopping mall or other con-
venient location was fully supplied. A long-term customer relation-
ship is critical to a distributor’s financial performance. Most dis-
tributors would not engage in price gouging simply because it’s bad
for business. They know that is a sound business strategy to sell
vaccines to their long term customers who pre-book their orders for
vaccines year after year. These are the same customers who are
likely to purchase other medical supplies throughout the year and
provide a steady flow of orders. Giving up a steady customer for a
one-time profit is a losing business strategy for a distributor. De-
spite this, many distributors reported damaged customer relation-
ships due to their inability to supply flu vaccine.

We know of numerous instances where HIDA members turned
down higher priced offers for vaccines from potential new cus-
tomers. These offers were denied because distributors wanted to
serve their existing customers or simply did not have the vaccine
to supply.

Third, HIDA members lost millions of dollars in contracted sales
because there was no vaccine for them to distribute during the
height of the inoculation season. Our members have described to
us numerous instances where they were unable to fulfill existing
contracts or pre-booked orders for vaccines because they did not
have the product available. This seems to have been most pro-
nounced for members who serve the physician market.

Distribution is a low profit margin business. HIDA members av-
erage a pre-tax profit of just 1.8 percent in 1999, which is the most
recent year we have figures for. This number reflects the industry’s
high investment cost relative to revenue and profit. An average-
sized HIDA member distributor generates gross revenues of $5 mil-
lion dollars per year in total sales of medical products. One of our
members in this size category reported losing $250,000 in pre-con-
tracted vaccine orders that he could not supply. This loss rep-
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resents 5 percent of his annual sales that would be very difficult
for him to recover.

HIDA has concluded that the supply system is fundamentally
sound but needs greater communication and contingency planning.
We oppose suggestions that the CDC or State government should
take over distribution. In fact, some States looked into this option
in the mid–1990’s and concluded that the distribution system is a
good and efficient one and should not be tampered with. HIDA be-
lieves that the government, through the CDC, can better serve the
vaccine distribution system by advising distributors on where prior-
ity distribution should occur and to whom and by encouraging more
manufacturers to enter the vaccine production market.

In addition, CDC education and communication to the general
public about the expanded inoculation season and locations for high
risk patient inoculation are important priorities.

Based on the experiences from last year, HIDA recommends the
following steps be taken: first, the CDC lead and support effort
among various groups that are involved in distributing and admin-
istering vaccines. This is the heart of our recommendations to
GAO. In fact, HIDA recently met with officials from the CDC’s Na-
tional Immunization Program to discuss establishing procedures
that clearly define and communicate which providers should have
priority in receiving vaccines should there be another delay; second,
guidance on treatment and supply priorities driven by physician
recommendations should be developed and communicated by CDC.
Distributors particularly need guidance that is based on provider
category, physician specialty, or facility type. Instructions such as
first treat high risk patients who are seen by primary care physi-
cians, that is internal medicine, family practice, general practice,
or who reside in nursing homes would give suppliers guidance they
can confidently act upon.

Third, the CDC forecast must be released on schedule so that
time is built into the system for any manufacturing delays that
cannot always be predicted.

Fourth, the Department of Health and Human Services must re-
examine reimbursement levels for flu shots. We need to attract
more manufacturers to vaccine production. We simply cannot ex-
pect the two or three manufacturers who still produce flu vaccines
to consistently meet the rising demand for a product that health
conscious consumers want at the same time regardless of their ac-
tual risk.

Short of a major scientific advance in vaccine production, addi-
tional manufacturing capacity is the only way to improve produc-
tion numbers. This will improve the system’s ability to respond to
forecast changes or any unexpected manufacturing delays.

Suppliers are in the business of supporting physicians and
nurses in what they do best: Providing patient care. In the upcom-
ing flu season, distribution will play a much less significant role in
delivering flu vaccines. Major domestic manufacturers appear to be
pursuing a direct-to-customer approach that bypasses distributors,
who in the past, delivered approximately 50 percent of the flu vac-
cine supply. Early reports are that prices will be double those of
last year. It remains to be seen how this new ‘‘no distribution ap-
proach’’ will impact healthcare providers and their access to the flu
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vaccines they need to administer to the millions of patients they
serve.

Thank you again for inviting me to testify before your committee.
[The prepared statement of Mr. Rowan follows:]
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Senator WYDEN. Thank you. Anything you would like to add, Mr.
Skoronski.

STATEMENT OF STEVE SKORONSKI, PRESIDENT AND CEO,
ASSOCIATED MEDICAL PRODUCTS, INDIANAPOLIS, IN

Mr. SKORONSKI. No. I believe Matt’s testimony covered the spe-
cifics to this particular issue. My testimony dealt more with the
broader and general issues in medical practice distribution. I sus-
pect the written testimony will probably cover what you are looking
for there.

[The prepared statement of Mr. Skoronski follows:]
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Senator WYDEN. Well, extra points for brevity and candor, and
I appreciate it.

We will have some questions here in a moment.
Dr. Higginson, welcome.

STATEMENT OF GRANT HIGGINSON, M.D., MPH, STATE OF
OREGON HEALTH OFFICER, PORTLAND, OR

Dr. HIGGINSON. Thank you, Senator Wyden. For the record, my
name is Dr. Grant Higginson. I am the State Health Officer, and
the acting Administrator for the Oregon Health Division Depart-
ment of Human Services, which is the State’s public health agency.
I am also here today representing ASTHO, the State and Terri-
torial Health Officials. And once again, thank you for the oppor-
tunity to let me testify.

I am going to dispense with the background information I pro-
vided in the testimony. I think that’s been adequately covered. I
would like to get right into what the health division’s role is in co-
ordinating flu vaccine programs. And as you have already heard,
by and large, the influenza vaccine is primarily purchased, distrib-
uted and administrated through the private sector.

The Oregon Health Division does have a role though, in efforts
around immunization for adult populations. We have one adult im-
munization coordinator, and what she does is work with local
health departments, other local groups to try to ensure that there
is a coordinated effort at the local level to make sure that adults
are getting appropriately immunized.

In addition to that one coordinator, we also publish an article in
our Communicable Disease Summary Newsletter which is sent to
all healthcare providers which encourages them and urges them to
vaccinate the appropriate populations. We also issue a press re-
lease every year, which again deals with the influenza season and
appropriate recommendations for who should be immunized.

Last year, as you have heard, was an unusual year when the
Health Division was informed of expected delays in the influenza
vaccine, we learned about that in June and we immediately started
notifying and working with providers.

On September 15, we issued our first press release of this season
detailing the guidelines for vaccine recommendations and notifying
the public about the expected delay in vaccine distribution.

On September 26, we actually came out with contingency guide-
lines, and what they did was identify the high risk groups for prior-
ity vaccination and urged collaboration among providers and coun-
ty health departments to share vaccine to ensure that vaccine was
available to high risk populations.

Long-term care facilities were also notified of the delays by their
affiliated organizations. On November 9, we then sent another
memo to all county health departments regarding the vaccine sup-
ply, distribution delays and how to order additional vaccines from
a new CDC contract that they had with Aventis. In late November,
we actually purchased over 1,500 doses of flu vaccine from the
Oregon Health Sciences University. We then surveyed our county
health departments to see who was in the most need for those im-
munizations, and we then distributed them, who in turn distrib-
uted those to people serving high risk populations.
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In December, we also received an additional 700 doses from the
Public Employees Benefit Board, another 130 doses from the Uni-
versity of Portland, and they were similarly distributed to most
needy populations through county health departments. I would also
like to note that a number of health systems and hospitals at the
local level also voluntarily distributed vaccines through local health
departments to needy population.

We also, in December, surveyed each county about the availabil-
ity of vaccine in their communities and encouraged them to make
information available through a 1–800 number on where people
could get that vaccination.

Then, our final press release of last flu season was on December
13 where we announced that flu season had officially arrived in Or-
egon and stated that vaccine supplies were now near normal.

As you have heard from a number of other people, there were
problems that were experienced here in Oregon as were experi-
enced around the country. Many private providers and county
health departments simply had no vaccine available during October
and November when most people should have got vaccinated, simi-
lar to what GAO has found, we did hear anecdotes that vaccines
were being inappropriately administered in some grocery stores
and other places where clinics were provided. We did follow-up on
some such reports. A number of people were administering to ap-
propriate populations; some were not. Most of those people did ap-
propriately respond to our recommendations when we talked to
them.

Unfortunately, as you have heard, by the time vaccine supplies
arrived, many of the providers had already had their clinics sched-
uled. New clinics for immunizations were not scheduled. And so, a
lot of vaccine was left on the shelf.

And so from what I have presented, Oregon’s Health Division’s
role during the 2000 vaccine season of flu vaccine season really was
one of information broker. We issued recommendations, prioritized
vaccination of high risk patients. However, I should note here that
while we made those recommendations, we did not have any au-
thority to enforce those recommendations. We won’t know how well
we’ve done with last season or how poorly we have done until we
get this year’s Behavioral Risk Factors Survey results in. That is
something that we will share with you when that data is available.

And as other people have said, I think we were very lucky that
we did have a mild to moderate flu season last year.

The current private system, in general, as a number of people
have said, usually does work well. I have been here in Oregon now
for 14 flu seasons. This is the first year we have had a situation
like we did last year.

It’s important to keep in mind though that because the vaccines
have not been an issue in the past that we do need to continue to
encourage most people to be vaccinated. It is important that not
only the high risk people be vaccinated, but that most people be
vaccinated as well to curb this disease, if possible. However, we
have seen that while the current system works fine in most cir-
cumstances, there are going to be times when shortage of delays
can have substantial detrimental effects on providing vaccine to the
most vulnerable populations. Inadequate vaccine availability could
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have led to significant increases in morbidity and mortality in Or-
egon if we had seen the peak of the influenza season come earlier
or have seen a more virulent strain of the disease.

So, we do have a number of recommendations that I would like
to get on the record, and I do appreciate the opportunity to have
a couple of more weeks to get you more. And I will get that infor-
mation to ASTHO, as well as, to our people in our program.

The first recommendation is that we think that CDC and the
FDA need to work with vaccine manufacturers so that we get the
earliest possible indications of expected vaccine. Availability for us
to plan for the season and any potential shortages is a very impor-
tant thing.

Second, CDC should work with manufacturers and large dis-
tributors to ensure that in a situation of delayed or shortage of vac-
cine, that those customers who are most likely to vaccinate high
risk persons would be served first, and from our perspective, this
should include public clinics, physician practices, and nursing
homes. It is unclear to me right now whether or not that should
be totally voluntary or whether or not there should be some man-
dates. At the State level, we think that it is important that State
health agencies at least consider gaining the authority to direct the
distribution and administration of vaccine during times of shortage
or delays. This is something that we actually have been working
with our legislature on during this session.

There is a House Bill, House Bill 3339 which I have attached to
my testimony that actually would give the State Health Officer the
authority to implement a vaccine education and prioritization plan.
It would allow the State Health Officer to develop these guidelines
for the distribution and administration of vaccine, and it would also
grant us authority to mobilize public and private health resources
to help with that distribution and administration. It would also
give us some teeth in that it would allow us the ability to impose
$500 civil penalty fines for people who knowingly failed to adhere
to those guidelines.

A fourth recommendation is, we think that Federal, State and
the local public health agencies should promote persistently the
value of vaccination, and that’s not only just the general public
education, but vaccination later in the season. If we do have delays,
it is important that people know that they can get vaccinated in
December, and if the peak is in January or February like we had
this year, that that still would do a lot of good.

NIH should be supported in completing their studies of the half
dose of influenza vaccine in healthy persons. It is actually shown
by NIH that that can be an effective preventive measure as a way
to stretch existing supplies of vaccine.

Another recommendation is that we think that Federal, State,
and local public health agencies could more actively support efforts
to reduce mortality and morbidity during the influenza season by
increasing the rates of vaccination against pneumococcus. This is
something again that you have heard from a number of people, and
I won’t dwell any longer on that.

What people haven’t, I think, specifically said, but I do believe
is inherent in a lot of recommendations is that more Federal fund-
ing is needed. I think that both at the Federal level, and from our
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perspective at the State level, to deal with adult immunizations.
We have an extensive immunization program for childhood vaccina-
tions. In fact, we have 35 staff positions that are working on child-
hood immunizations. They do things such as provide public edu-
cation, work with local communities to coordinate those efforts.
While we have 35 people for childhood immunization, we only have
one person involved in adult immunizations. And we think that
this is really a disproportionate amount of funding and that more
funding should be provided to provide those same kind of levels of
service in planning, coordination, public education for the adult
population as well.

Then, just one final thought is that I think that thought should
be given at the national level to set standards for adult immuniza-
tions. We need to make sure that providers and insurers are using
effective measures in protecting people against influenza and pneu-
mococcus.

And with that, I will close and be happy to answer any ques-
tions.

[The prepared statement of Dr. Higginson follows:]
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Senator WYDEN. Very good, thank you and an excellent panel.
Let me begin with you, Dr. Fukuda. What are the odds this year

that it’s going to be like last year?
Dr. FUKUDA. Do you mean in terms of the supply or in terms of

the——
Senator WYDEN. The overall problem. What are the odds that we

are going to have seniors like Mary Keene traipsing all over town
trying figure out where to get this, and where to turn and same
sort of problem?

Dr. FUKUDA. Well, it is difficult to give you really good odds on
what is going to happen. You have probably heard that it is a very
complex process getting vaccine made and out to people. And it is
possible for the system to breakdown at any place. For example,
the egg supply can be bad and so on.

And so, as I mentioned in my testimony, it is not really going to
be until later—probably toward the end of summer or the early
part of the fall that we really know what the picture is going to
be like. And that is the reality that we face every year. We are
never certain what the supply is going to be like until well into the
season.

Senator WYDEN. No, I understand that. I think that we have got
a plan for good times and bad times alike. So, is it 50/50 that we
are going to have another year this year like we had last year, or
10 percent or what is your sense?

Dr. FUKUDA. The information that we received from the manu-
facturers tells us that their estimates are up to 84 million doses of
vaccine. So far, the indications that we have that the estimates are
good, and we have not heard about any production problem.

Senator WYDEN. So, at this point then, you think that there is
a probability that we won’t have another year like last year?

Dr. FUKUDA. Well, there is always that possibility yes.
Senator WYDEN. I guess, you know, policymakers rely on people

like you so that you give us a sense of what we are heading into.
We have got to have a system that works for good times as well
as bad times. What you told me is you don’t think it is very likely
that this upcoming year will be like last year.

Dr. FUKUDA. It is fair to say that right now it does not look like
there are any production problems. We do know that there are on-
going discussions with one company and the FDA about continuing
good manufacturing practice issues. And I think we all need to
wait and see how those resolve. I think that we are very mindful
that what happened last year could happen this year. It could hap-
pen the year afterwards. So, we are really keen to push ahead with
whatever things can be done to strengthen the whole system.

Senator WYDEN. But you don’t think it is very likely at this
point?

Dr. FUKUDA. It is possible, and I don’t think I can go much fur-
ther than that. I don’t think I can tell you it is 10 percent, or it
is 50 percent, or it is 100 percent. I think that it is possible. It is
possible enough that we are seriously pushing ahead with several
efforts to make the supply and distribution better. And I don’t
think I can prognosticate more than that.

Senator WYDEN. When do you think you will be able to tell the
public that we are not going to have another year like last year?
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Is this going to be in September or August, or when do you think
you will be able to tell us?

Dr. FUKUDA. Well, I think during the summer, if something goes
really bad, we are going to know about it. We are going to be able
to tell people. If things go along well, and we don’t hear about any
significant problems, then I think it is again really at the end of
the summer or the early part of the fall time before we can say
that things look really pretty good.

Senator WYDEN. Now, you heard me talk about my discussion
with the Secretary this morning.

Dr. FUKUDA. Yes.
Senator WYDEN. I really do want to bear down on getting ideas

of what you would like to see done in the next 60 days. I am going
to leave the record open, as I have done with everybody else for the
next 2 weeks, but what do you think needs to be done in the next
60 days to increase the prospects that we won’t have our constitu-
ents like Ms. Keene traipsing all over town trying to figure out
what’s going on?

Dr. FUKUDA. Sure. Well, Senator, to be practical and realistic
about what can be done, I think there are three things that really
ought to be kept in mind and considered for action. The first point
as has been pointed out by many of the speakers, is that the sys-
tem is complicated but has worked well in general. Last year was
an unprecedented situation for the United States. In general, this
very complex system has done a good job about getting the vaccine
made, getting it out to people.

Senator WYDEN. The Oregon Medical Association says the system
is chaotic and irrational. These are not far out, wild-eyed kind of
people. I mean, these are folks on the front lines, and they say it’s
chaotic and irrational.

Dr. FUKUDA. Well, clearly, the past year did bring up some se-
vere issues, which we have to keep in context in the big scope of
things. The second point is that we have to think about actions
that we can do in the short-term and those that need to be done
in the long-term. Both are clearly needed. In the short-term, I
think it is clear that some of the things which have to be done is
that these private and public sector discussions are needed—the
kind that took place at the American Medical Association Head-
quarters in March, those kinds of discussions need to take place
both at the local level and at other meetings, such as the kind of
meetings that you are proposing with the Secretary. In these meet-
ings, everyone needs to understand how the system really does
work, what are the challenges, what are the real problems inherent
in trying to make an enormous amount of vaccine and getting it
out to people.

Another thing that we need to do a better job about is education.
The misinformation that Ms. Keene received she was told that she
is not at high risk, is a good example. We need to do a better job
of getting educational messages out there such as, who is high
risk? Who needs to get vaccine? We need to make those messages
accessible.

Again, I think that at CDC, the National Immunization Program
has really forged ahead in this area. It has been holding focus
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group meetings trying to figure out what is the best way to get in-
formation to people.

A third step is that contingency plans are going to be needed for
manufacturers, for distributors, for providers, and for State health
agencies. If we do come into another situation like last year, how
are you going to get vaccine to high risk people? That is the big
issue. The plans are likely going to vary depending on who you are
and where you are in the country as to exactly what you ought to
do, but those plans definitely are needed.

Senator WYDEN. But you believe then—I want to be clear on
this—that this effort that would be developed in 60 days ought to
lock-in some contingency plans?

Dr. FUKUDA. They ought to push ahead with the contingency
plans. This kind of effort that you are talking about can be very
helpful in pushing forward those plans.

Now, these actions have mentioned are what can be done in the
relative short- and medium-term. But we really have to look at
some long-term issues also. One major issue is that we really need
to change behaviors in the country about how flu vaccine is admin-
istered. We recommend giving vaccine in October and November as
the optimal time period because that gives high-risk people the
best chance of getting high risk people vaccinated, but it is clear
every year that there are a lot of high risk people who don’t get
vaccinated in that time period. It is also clear that in many years,
influenza activity doesn’t substantially pick up until later than No-
vember. So, we must teach physicians and recipients, it is OK for
high-risk people to get vaccinated after November if they weren’t
vaccinated earlier.

The second major issue is vaccine supply. There used to be seven
vaccine manufacturers; we are now down to three. And this is in
the face of growing demand. As you know serving on the Aging
Committee, the population of elderly people is increasing very rap-
idly in the United States. This is only going to drive up demand.
It is only going to increase the need for vaccine in the future.

The third issue is that we really do need to improve our ability
to deliver vaccine to adults. This combination of short-term ap-
proaches and long-term approaches will be needed to have a realis-
tic solutions for these sorts of vaccine problems.

Senator WYDEN. How do you all intend to use your web site? I
understand that you want to try to get information out regularly
to physicians. Is this going to start in August, or when will you
start this year so that providers can know what place to turn to
get information on how often they can anticipate updating it?

Dr. FUKUDA. Well, I believe that the National Immunization Pro-
gram has already begun these every 2 week updates. The informa-
tion is posted on the Internet, and is also sent out to a wide variety
of users in different organizations and to providers. I believe that
this will continue through the year.

Senator WYDEN. How is CDC identifying the providers who serve
the high risk population?

Dr. FUKUDA. This is a difficult problem. For some of it, it is easy,
you know, nursing homes, physicians who take care of certain
kinds of patients, patients with diabetes or heart conditions. But
what is more difficult is that there are a lot of physicians who see
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a mix of patients out there, and there are organizations who see
a mix of patients out there. I think that this issue is difficult to
get at.

CDC has instituted a number of different surveys in attempt to
get information from providers and from healthcare organizations
about what kinds of patients they see, and also, to try to evaluate
what happened last season. So, those attempts are ongoing right
now.

Senator WYDEN. How do you all work with the Health Care Fi-
nancing Administration in this area, and do you anticipate any
changes there?

Dr. FUKUDA. Well, in this particular problem, the CDC has been
working closely with HCFA to get letters and information out to
those providers who work in the Medicare program, to remind
them about who should get vaccinated, and to remind them to get
their vaccine orders in now. And there have been ongoing discus-
sions about the pricing of flu vaccines. And we know that this is
a concern to providers, and it is an important issue. These are on-
going areas of discussion with HCFA.

Senator WYDEN. How do you all see the question of flu stocking
up to the issue of trying to increase the number of seniors vac-
cinated against pneumonia? Clearly, there are competing concerns
here, and I would be curious what resources are needed, and how
do you go about coming up with an approach to deal with flu vac-
cine shortages at a time when you are trying to increase the num-
ber of seniors vaccinated against pneumonia?

Dr. FUKUDA. There are a couple of useful ways to look at this.
One is that a lot of the people who are at high risk for flu are also
at high risk for pneumonia. So, there are not really competing
issues here. These same groups of people need to get both the
pneumococcal vaccine and the influenza vaccine. But I think an-
other way to look at it is that if you have a big, broad-based pyra-
mid, there are many more influenza vaccinations—or many more
cases of influenza every year, and these cases of influenza really
set up a lot of people for developing pneumococcal pneumonia and
other pneumonias. So influenza vaccine in many ways is a key to
preventing these pneumonias and other pneumococcal infections in
addition to getting a pneumococcal vaccine directly into people. We
need both, but there is this sort of pyramid in terms of what pre-
cedes what.

Senator WYDEN. All right. We are going to look forward to get-
ting your recommendations within 2 weeks, as well, and they will
be particularly important since—while there is vigorous debate
about what to do in this area, almost everybody seems to think
CDC ought to be driving Federal policies. You will have that chal-
lenge to deal with, for sure.

Mr. Kaufman, same questions I asked Dr. Fukuda. What do you
think the prospects are for another year like last year with respect
to flu vaccines?

Mr. KAUFMAN. Well, without risking a percentage directionally,
I would say the probability is low that there would be a repetition
of last year. Last year was sort of a—as we put it in some cases,
almost a triple witching hour in that the last strain that was
named, it was named slightly late last year—I believe the first
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week in April—also happened to be the same strain that all manu-
facturers had a problem growing. It was a low yielding strain
which took some time before they found the key to getting it to
grow in the eggs, combined with the fact that there were two man-
ufacturers that had GNP problems, with one of them totally walk-
ing away from the market. So, that confluence of three events, I
would say the probability is low of a repetition. Combined with the
fact that this year, the yields, at least so far, seemed to be very
good.

Senator WYDEN. What role, if any, do you and other private in-
dustry, you know, representatives feel that the government should
play here? That is really central to this debate. As you know, the
State Legislature and the Congress where some say the govern-
ment ought to step in under the following circumstances and the
like.

I would be curious what you and other private industry rep-
resentatives think ought to be the government role, if any, during
the kinds of problems we had last winter.

Mr. KAUFMAN. I think there very clearly is a government role.
And what evolved over the years was a disconnect between market
demand and when it was medically advisable to give the shots.
People were demanding that we ship them vaccines as early as pos-
sible. Maybe it gave them a feeling of security because now they
had the vaccine in August or very early September, which they
would keep in their refrigerators for their clinics which were going
to be held in late September and October.

I think what last year’s problems brought into focus is the fact
that it was really needed that the market demand be shifted to fit
more with the optimal time to immunize. And I think there have
been steps taken for that. Several of the speakers have referred to
the AMA meeting that took place. This year, the CDC already has
begun to issue—I believe there may have been something in the
MMWR—already talking about the optimal time to immunize, in-
cluding through November, in fact, into December.

Senator WYDEN. What would you like to see go into this 60-day
push to try to ensure that we don’t have another year like last
year?

Mr. KAUFMAN. First of all, I think that what I just mentioned,
the fact that there should be ongoing meetings as there were last
time where all of the stakeholders are brought together where the
CDC met with the AAFP, the AMA hosted the meeting as a way
that there could be early warning that we could work with them.

I think that the hardest part of all of this is there is a number
of hard things. One of them is, it seems to us, at least from where
we sit as manufacturers, that all channels of distribution, no mat-
ter where you look, have high risk patients. It’s very difficult not
to ship, for example, a lot has been talked about the supermarket
chains. The best of our information is that approximately 5 percent
of the doses distributed—a relatively small amount—ends up going
into these, what we call private access programs, these super-
market types——

Senator WYDEN. But that really isn’t the appropriate barometer.
If 5 percent are engaged in activity that, in effect, skews every-
thing else that’s going on because of all the advertising and the
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hype and the like, it is really not about, you know, 5 percent. It
is about activity that can drive the market and create chaos.

Mr. KAUFMAN. Well, and it got publicity way out of proportion to
the amount of doses that were there. I agree with you. What I am
saying is high risk people went there too. I believe Mrs. Keene
went there first. So, from a manufacturer’s——

Senator WYDEN. She went to a doctor’s office first.
Mr. KAUFMAN. I’m sorry. Doctor first and——
Senator WYDEN. She tried to use a doctor twice. She tried to use

the doctor at her senior center, and she tried to use the doctor in
the office.

Mr. KAUFMAN. Right, but for whatever reason, high risk people
end up at the end of all these distribution chains. So, guidance to
us which has been mentioned—and I don’t know how they do that.
But how do we know who to ship to? We have a very efficient sys-
tem there. How do we know—a better way to look at it is, who not
to ship to so as not to prevent people from getting access?

Senator WYDEN. All right. Mr. Rowan, with respect to your mem-
bership, are there any, in your view, that are trying to exploit this
situation and jack up prices unreasonably?

Mr. ROWAN. Not that we are aware of. I mean, I think from the
testimony earlier today, I think bears that out. If you look at the
earlier testimony from Dr. Sattenspiel—I believe is how you pro-
nounce his name—and Mr. Allred from GetAFluShot.com is that
these early—it is really a misnomer to call them precontracted or-
ders. They are actually pre-booked orders that give flexibility to
both sides, both the customer and the distributor, or even in many
cases, the manufacturer.

As both of those gentlemen earlier testified, they got their orders,
and they got them at the pre-booked price. The reason anybody
pre-books an order is to lock in the price. Anybody who waits until
the flu season is in full swing and tries to make a purchase on the
spot market is going to experience somewhat higher prices. Again,
the testimony earlier bears that out that there were some modest
price increases.

The bigger concern, I think, from our viewpoint is that what are
prices doing this year with many distributors, particularly the
small distributors who, more than likely, serve smaller physician
practices being cut out of the market, we see prices—from our in-
formation—is that prices will double. And so, you know, we get
back to the reimbursement issue. We get back to the issue of how
do we deal with this as a public health issue and access to
healthcare for, you know, 70, 75, 77 million patients a year?

Again, our information is that most of our small distributors had
no vaccine to distribute at any price, pre-booked or otherwise.

Senator WYDEN. So, you were surprised at what we heard about
today?

Mr. ROWAN. Well, I do want to follow with the testimony from
the GAO earlier. I would be surprised if there was a pre-booked
order, and then there was a subsequent offer for—we can’t fulfill
that pre-booked order, but we have this supply at a higher price.
I think more than likely, the vast majority of providers and dis-
tributors had an experience much like what Mr. Allred and Dr.
Sattenspiel earlier testified to.
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Again, I think in the instance of Mr. Allred who was approached
by unscrupulous wholesalers—don’t know who they are, but I be-
lieve he did the right thing in turning away that offer—spurning
that offer.

Senator WYDEN. I guess the one thing we know now is there are
predictions for big price hikes next year.

Mr. ROWAN. Right.
Senator WYDEN. I mean, you have said it, and you are represent-

ing an industry standpoint. Mr. Allred said it. Who is raising the
prices, the manufacturers or distributors? Who is raising the
prices?

Mr. ROWAN. My estimation of that would be at the manufacturer
level. Again, the distributors largely are being cut out of the mar-
ket in the 2001–2002 flu season that—our understanding anyway—
is that wholesale orders are not being accepted——

Senator WYDEN. I would give you——
Mr. ROWAN [continuing.] By domestic manufacturers.
Senator WYDEN [continuing.] Equal time on that, Mr. Kaufman.
Mr. KAUFMAN. I was hoping you would.
Senator WYDEN. The distributors say that the manufacturers are

raising the prices, and now I want to hear from you with—Mary
Keene ought to know that she is going to get a reasonably priced
vaccine that she can get access to, and she is not going to be so
much interested in who is pointing the finger at who. But the dis-
tributors said it was the manufacturers. Now, the manufacturers
ought to have a chance to respond.

Mr. KAUFMAN. I could speak for our price. And our price that
was announced—I can’t give you the exact date, but the pre-book
price on flu vaccine last year—this year—current vaccine was $5.00
a dose. I believe the vaccine was priced in the three—you may be
able to help me—but in the $3.00, $3.50 price for a number of
years from about 1992 up to around 1998, 1999. There was a small
increase then. And now, we have increased the price to $5.00 a
dose. It is not a doubling of the price. I think, quite frankly, there
are those who would still argue that it is an undervalued vaccine.

This may not be a popular statement, but one of the vaccine
manufacturers is based in the U.K. The reason, we believe, that
they do not make more vaccine available in this country—and I
think they make available somewhere in the neighborhood of 10 to
15 million doses only—is because they find it much more profitable
to sell the vaccine at a considerably higher price in Europe.

So, we, as a manufacturer—and again, I only speak for Aventis
Pasteur—have raised the price for a number of reasons. One of
which is the cost of compliance—and this is, in no way, a com-
plaint, but Team Biologics at Ceber has raised the bar considerably
in what it takes to be a GNP compliant. And I think that was evi-
dent with what happened with two other manufacturers last year.
And second, we are investing considerable money to increase our
capacity to fermenters, I believe, require——

Senator WYDEN. So, you are going to raise prices how much next
year?

Mr. KAUFMAN. It’s at $5.00 a dose.
Senator WYDEN. From?
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Mr. KAUFMAN. I can’t swear. I believe in the high threes, $3.80
or $3.90. Somewhere in there. I could send you the exact price.

Senator WYDEN. Yeah, I would like to have that.
Mr. KAUFMAN. It is somewhere in that neighborhood, but it is

certainly not doubled.
Senator WYDEN. Mr. Rowan, what role, if any, do you think the

Federal Government should take in times of shortage with respect
to distribution?

Mr. ROWAN. Well, I think they should take the same role that
they take in any sort of emergency situation. If you liken it to what
FEMA does in terms of having contingency plans in place for non-
standard events, whether the CDC seems to be a logical place to
centralize some of this contingency planning.

You asked earlier, you know, was the situation chaotic and irra-
tional as characterized by the Oregon Medical Association. I would
agree that it was probably chaotic, but I think it was rational in
the sense that everybody thought they were doing the right thing.
The one piece that was missing last year that I think should be ad-
dressed in the contingency plan is that all entities in the supply
chain need to recognize that they are part of something bigger than
what goes on in just their factory or just their warehouse or just
their doctor’s office. And to that end, I think that the role that the
government and the CDC should play is one of education. Educat-
ing the patients to educate whether they are high risk so that they
know. To educate them to the expanded flu season. We have pro-
viders that need that education. We heard earlier today that a par-
ticular place—a customer contact point is the receptionist at a doc-
tor’s office. That is an individual that needs to know the specifics
of the CDC recommendations, in particular.

Suppliers need direction and education. If again, specific to the
facility so that we position doctors and nurses to do what they do
best, which is assess a patient’s risk status and make a diagnosis
and administer a flu shot, if it is appropriate.

I think another thing we heard today is that apparently we need
to educate the CEOs of Wal-Mart and Target and Safeway. They
need to understand that flu shots are not a marketing vehicle, that
it is a public health issue and that they shouldn’t be trying to at-
tract customers at inappropriate times of the year that go against
the CDC recommendation.

So, I think the CDC, as an educational role is key, and it is criti-
cal.

Senator WYDEN. Well, you know, again without belaboring this,
it doesn’t sound very rational to me when our docs who are on the
front lines—I’m just paraphrasing this letter from the Oregon Med-
ical Association—the docs on the front lines can’t get vaccine. The
public health departments can’t get it. And then, we have got var-
ious kinds of, you know, private entrepreneurs spending weeks giv-
ing people various kinds of deals. Then we run short. That doesn’t
strike me as a rational system, folks.

I am telling you, over the next 60 days, I’m going to do my best
to shake it up and turn this around because this isn’t working very
well. For those of you in the private sector, I would submit to you
that this is an invitation from the Secretary and now from the bi-
partisan leadership of the Aging Committee to move aggressively.
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This issue has been studied now for a full decade, and yet, you
know, my constituents—and I’m not the only Member of Congress
who faced this—found themselves last winter traipsing all over
town from doctor’s office to doctor’s office trying to figure out what
to do and how to get this done. In a country as strong and as good
as ours, it is unacceptable to me that getting a dose of flu vaccine
ought to be a rare privilege that you secure only after you have
navigated through a health system that is, at best cumbersome and
characterized by professionals as chaotic and irrational.

Mr. ROWAN. I agree with that 100 percent and look forward to
being a resource for you in your committee work moving
forward——

Senator WYDEN. OK. The only other question I had for you, Dr.
Higginson. What else would you like CDC to be working on, par-
ticularly in this effort over the next 60 days? I share your view that
State health departments ought to be in a position to play a key
role in trying to deal with potential shortages. Tell us what you
think over the next 60 days ought to be done.

Dr. HIGGINSON. Right. And Senator, one thing I already men-
tioned is, I do think they need to be working with the manufactur-
ers to give us at the earliest time, you know, what the forecast for
flu vaccine looks like so we can start planning for contingencies
early on, if we need to.

I think that CDC definitely needs to be very actively involved in
these discussions with the manufacturers, with you over this next
60-day period to try to figure out what exactly is needed. And
again, I think just summarizing what a lot of people have said is,
I think that there is really two things we are were looking at here.
One is, what happens in a normal year. And most of the time,
things do work well, and the system does work. And I think I have
heard things from the distributors today and from the manufactur-
ers that they are willing to work to tweak that system that usually
works to make it even better.

But I do think that we do have to plan for contingencies for bad
years. I mean, we are going to have bad years. There is going to
be a pandemic 1 day, and which is going to be a very bad year. And
for those contingencies, I think some real effort needs to be put into
what has to happen when things go bad. Some people said that it
was a chaotic system last year. The way I see it is that there was
a non-system. When things went bad, there simply was not a sys-
tem to deal with how are you going to distribute the vaccine appro-
priately, and how are you going to get the right people to the vac-
cine? Those are the issues that I really think need to be worked
on. And I think that there are rules that both at the Federal level
and the State level. The Federal level, I really don’t know so much
about what you have in way of authority around the distribution
of vaccines.

Senator WYDEN. The General Accounting Office does. The Fed-
eral Government doesn’t seem to need much additional existing au-
thority. They have the authority to do it.

Dr. HIGGINSON. And I do know down on the State level that it
is something that we are working on already. I think that it would
be good if the CDC and the Department of Health and Human
Services was to get out the message to State health departments
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that this is something that they should seriously consider and start
at the State level developing contingency plans at same time that
you are developing them at the Federal level.

Senator WYDEN. Well, the Federal level, it seems to me—and
this is what we have heard today—is going to have to make sure
that the States play a leading role. This is not going to be Federal
Government goes off and has a little discussion with itself, and
then waits for the States to do it. The Federal Government ought
to, under this important and significant offer from the new Sec-
retary of Health and Human Services, have all of you from the
State health departments at the table and walk away after 60 days
with a plan that has you all play a leading role in the effort to en-
sure that this doesn’t happen again.

I will let all of you go, but to me, I mean, the measure of success
this time is going to be real simple, and that is, are there going
to have to be more hearings in another year to plow over the same
ground? I think what we want to do with a Secretary of Health and
Human Services who has moved today to make it clear that he
wants to be part of a solution, bipartisan leadership with Senator
Craig and Senator Breaux. We want to make sure that we are not
having hearings like this again in another year. It’s just that sim-
ple.

Unless you all would like to add anything further, we are going
to excuse you at this time.

Dr. HIGGINSON. Well, the other thing I would like to add—I said
this already—I do think that resources is an issue. We have talked
a lot about the need for public education. We talked a lot about the
need for developing web sites and 1–800 numbers so that people do
know where vaccines are available in a time of shortages. We have
talked about local planning, the need for coordination with local
providers and public health agencies and others who are actually
providing the vaccine. That all does cost money. There is some in-
frastructure dollars that are needed to support adult immuniza-
tions the way that we support childhood immunizations at this
time.

Senator WYDEN. Well, I am prepared to see additional resources
devoted to this, but I will tell you, I don’t think this is primarily
an issue of resources. I think this is a question of political will, and
whether we are going to step in and say, enough. This has been
studied for years and years. We have had meetings now for years
and years. And it is time to make the tough calls about how we
are going to come up with a plan to deal with the problems that
we had last winter. If, out of this, a bunch of recommendations to
spend more money—I think that is going to miss the point. I think
what we have seen there is a lot more to this than throwing money
at it. It may take some additional dollars for Medicare reimburse-
ment. What this is going to take is some clearheaded thinking
about how to keep the kinds of problems we saw last year from de-
veloping. I’m not sure all that is about money.

Any other comments from our witnesses?
Dr. FUKUDA. Just one more comment, Senator, to address some

of the issues brought up by Dr. Higginson. We would all really like
to have those early forecasts about when a problem is coming down
the road. But again, I think everyone needs to realize that last
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year, we didn’t know there was a problem until pretty late into the
season. That is what made it partly so difficult to deal with. It is
just a reality of the flu vaccination supply situation that things can
go wrong pretty late into the year. So, though we would love to
know early on we often do not.

Senator WYDEN. The point is, however, we now need to come up
with a system so that if you don’t know until late that you have
got a problem, you have developed a system to deal with it if the
problem takes place. That is what we don’t have. And we are going
to get after it.

All right. Anything else you all would like to add?
The Aging Committee is adjourned.
[Whereupon, at 11:37 a.m., the committee was adjourned.]
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